
Additional Instructions While on Treatment
Close monitoring and follow-up EVERY 2 weeks with your provider may be necessary in the beginning of treatment to 
prevent complications. It is important to take your medications, have laboratory tests, and return for clinic 
appointments as instructed. Inform your provider if you need to reschedule an appointment.  

Notify your provider about all medications including over-the-counter products and dietary/herbal supplements that 
you are taking. Ask you provider before taking any new medications while on treatment.

Ribavirin can cause birth defects and/or fetal death. To avoid pregnancy, use at least 2 forms of contraception that 
includes a barrier method (such as condoms plus an IUD or diaphragm) during treatment and for at least 6 months 
after treatment has finishe .  

Notify your provider of any adverse effects during treatment. Seek immediate medical attention if you develop any 
serious side effect such as chest pain; shortness of breath; swelling of the mouth, face, lips, tongue or throat; blistered 
or peeling skin; rash on more than half of your body; sores in your mouth or throat; black or bloody stool; unusual 
bleeding or bruising; vision changes; dark urine; yellowing eyes or skin; or thoughts of harming yourself or someone 
else.

Helpful Telephone Numbers
Telephone Advice Nurse: ___________________________     Clinic: ______________________________

Provider: ________________________________________     Sofosbuvir Support Line: 1-855-769-7284

Other Medications Approved for Your Use if Checked Off by Your Provider
For Aches/Pains
o  Acetaminophen (Tylenol®):  Take 1-2 tablets every 4-6 hours later if needed, up to maximum of 2,000 mg a day. DO 

NOT TAKE MORE THAN 6 tablets a day of 325 mg OR 4 tablets a day of 500 mg acetaminophen (Tylenol®).

o  Ibuprofen (Advil® or Motrin®) _____mg: Take ___ tablet every 6 hours with food.

o  Naproxen (Aleve®) _____mg: Take ___tablet twice a day with food.

For Rash/Itching
o  Diphenhydramine (Benadryl®) _____mg: Take ___ capsule/tablet every _____ hours as needed.

o  Hydroxyzine (Atarax®) _____mg: Take ___ tablet/capsule every _____ hours as needed.

o  Hydrocortisone 1% cream/ointment: Apply to affected area twice daily as needed.

o  Triamcinolone 0.1% cream/ointment: Apply to affected area twice daily as needed.

For Sleep
o  Diphenhydramine (Benadryl®) _____mg: Take ___ capsule/tablet at bedtime as needed.

o  Trazodone _____mg: Take ___ tablet at bedtime as needed.
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Nearly 50,000 new HIV infections in the United States are diagnosed every year, and this number has changed little 
in the past 5 years. VHA is the nation’s largest single HIV care provider.

PrEP, or pre-exposure prophylaxis, is a tool for reducing HIV risk in appropriate persons; it can and should be used 
with other HIV prevention methods. The combination of tenofovir/emtricitabine (TDF/FTC, Truvada®) was approved 
by the U.S. Food and Drug Administration in 2012 for use “in combination with safer sex practices for pre-exposure 
prophylaxis (PrEP) to reduce the risk of sexually acquired HIV-1 in adults at high risk.” TDF/FTC also is used as PrEP for 
injection drug users (IDUs). The CDC recommends PrEP for HIV-uninfected persons with “substantial risk” of HIV. 
VHA supports the use of PrEP and follows CDC guidelines.

Truvada® is dosed as 1 pill orally once daily (TDF 300 mg/FTC 200 mg).

Efficacy and Safety

Clinical studies have evaluated the efficacy and safety of PrEP (either oral tenofovir/emtricitabine or 
oral tenofovir alone) in heterosexually active men and women, men who have sex with men (MSM), 
transgender (TG) women who have sex with men, and IDUs.

• Among MSM and TG women who have sex with men, PrEP (TDF/FTC) reduced overall relative risk of
HIV infection by 44%, but the risk reduction was more than 90% among those with the highest rates of
adherence.

• In heterosexual HIV-discordant couples, TDF/FTC was 75% effective overall in reducing HIV transmission
to the uninfected partner, and 90% effective in those with the highest levels of adherence.

• In heterosexual single women and men, TDF/FTC PrEP reduced HIV infection rates by 62-85%, with
efficacy again closely related to adherence.

• In IDUs, use of oral TDF as PrEP was associated with a 49% reduction in HIV infection.

In all these studies, higher rates of adherence to PrEP were strongly associated with better efficacy. And in all 
studies, participants were encouraged to use additional prevention methods concurrently.

Side effects of TDF/FTC when used as PrEP include GI symptoms (nausea, diarrhea, abdominal discomfort) 
and headache. These were relatively uncommon and usually resolved within weeks of PrEP initiation. Renal 
dysfunction and bone loss have been reported.

For patients who become infected with HIV while on TDF/FTC or those who are infected at the time PrEP 
was initiated, viral resistance to the PrEP drugs may occur.

http:www.hepatitis.va.gov


Insomnia  (sofosbuvir, ribavirin)
•  Go to sleep and wake up at the same time daily

•  Do not read or watch TV in bed

•  Limit daytime naps

• Try a glass of warm milk (contains tryptophan, a 
natural sleep agent)

•  If you take ribavirin and feel jittery, take it at 4-5 
p.m. instead of before bedtime

•  Limit fluid i take for 2 hours before bedtime to 
avoid getting up to go to the bathroom in the 
middle of the night

•  Avoid caffeinated products after 4 p.m. 

•  Avoid eating heavy meals close to bedtime

• Take warm baths, read or listen to music, get a 
massage

•  Diphenhydramine (Benadryl®)* or other 
medications may be recommended by your 
provider

Nausea (sofosbuvir, ribavirin)
• Take ribavirin with food

•  Eat smaller meals 

•  Avoid foods/smells that trigger nausea; eat cold 
foods

•  Eat healthy foods; avoid greasy, spicy, acidic or 
sweet foods

• Try ginger in ginger tea, ginger ale or gingersnaps

•  Eat some crackers or dry white toast if you feel sick 
in the morning

•  Over-the-counter antacids or other medications 
may be recommended 

* Generic versions are usually less expensive than 
brand-name products. Brand names are provided as 
examples only, and their inclusion does not indicate an 
endorsement by the Veterans Health Administration or 
any other Government agency. Also, if a particular brand 
name is not mentioned, it does not mean or imply that 
the product is unsatisfactory.

If you are having a serious side effect (such as chest 
pain), please seek immediate medical attention.

Cough (ribavirin)
•  Increase intake of water or non-caffeinated beverages

•  Use a humidifie

• Try sugar-free hard candy or cough drops

Dry Skin, Rash, Sun Sensitivity 
(ribavirin)
•  Use sunscreen, wear long sleeves/hat and limit sun 

exposure

•  Avoid long, hot showers or baths

•  Use moisturizing soaps (Dove®, Oil of Olay®, 
Cetaphil®)*

•  Use moisturizing lotion after showers (Aquaphor®, 
Absorbase®, Lac-Hydrin®)*

•  Use mild unscented laundry detergents and avoid 
fabric softeners

• Try rubbing or pressing on the itchy areas rather than 
scratching

•  Use petroleum jelly on dry, itchy areas; your provider 
may recommend other agents to help

Fatigue (sofosbuvir, ribavirin)
• Try low-impact exercise (walking or low-impact 

aerobics) as directed by your provider

•  Maintain adequate fluid i take (at least 6 to 8 
non-caffeinated 8-oz glasses/day)

• Take a short nap during the day

•  Lessen your work schedule if possible

•  Eat well-balanced meals daily

Headache (sofosbuvir, ribavirin)
• Maintain adequate fluid i take

• Keep lights dim, wear sunglasses or stay in darkened 
rooms

• Try to get plenty of rest

• Take acetaminophen (Tylenol®)* as advised by your 
provider; see instructions on page 2

Target Populations for PrEP

Consider PrEP for individuals who are at substantial risk of HIV acquisition, including:

Substantial risk includes:

• Sexually active MSM
• Heterosexually active women and men

• Transgender women and men
• Adult IDUs
• Heterosexually active women and men whose partners are known to have HIV infection

• Using condoms inconsistently
• Having a high number of sex partners

• Having an HIV-positive sex partner
• Recently acquiring a sexually transmitted disease (STD)

• Having an HIV-infected injecting partner
• Sharing injection or drug preparation equipment
• Engaging in commercial sex work

Note that this group includes a broad segment of the population.

Screening Patients for PrEP

A clinic visit to evaluate the suitability of PrEP includes history, lab tests, and careful education and 

counseling about PrEP, as indicated below.

• History should include a thorough review of current/recent sex and drug-use behaviors, an
assessment of any symptoms consistent with acute HIV infection, and intentions for pregnancy.

Of course, it is important to be open and nonjudgmental in order to have full and frank conversations
about sex and drug-use behaviors (see Appendix).

• HIV infection must be ruled out before PrEP is given:

• HIV testing should be done with a 4th-generation Ag/Ab test if possible, because these are
most sensitive to acute/recent HIV infection; oral rapid tests are not recommended.

• HIV testing should be done within 1 week before PrEP initiation.

• If the HIV test result is negative or indeterminate, assess for the possibility of current acute HIV
infection (with a false-negative HIV result): ask about symptoms and history of risky exposures.
Consider ordering an HIV PCR assay to rule out acute infection.



• Hepatitis B status must be assessed.

• If negative for evidence of infection or immunity: vaccinate.

• Renal impairment should be ruled out. TDF/FTC PrEP should not be given to persons with creatinine
clearance (CrCl) less than 60 mL/min.

Prescribing PrEP

• TDF/FTC should be prescribed as 1 pill orally once daily.

It may take days or even a couple of weeks before TDF and FTC levels are protective; advise patients 
to be particularly attentive to condom use in this period.

Follow-Up

PrEP patients should be seen and reevaluated at least every 3 months; each reevaluation should 
include history, lab evaluation, and education and counseling. History should include an  assessment 
of  adherence  to TDF/FTC, side effects, symptoms of acute HIV infection, and interval sex and drug- 
use risks. Testing for HIV (as well as renal function and STDs) should be done, and counseling and 
support for adherence and HIV risk-reduction behaviors should be provided (see table below). It is 
important to reinforce both the potential benefits and limitations of PrEP.

At each visit, the decision about whether to continue PrEP should be based on results of HIV and 
safety tests, adverse effects, adherence, and ongoing risks of HIV infection.

• If positive: consult with an HIV or HBV specialist before initiating PrEP; both TDF and
FTC are active against hepatitis, B and special considerations apply. For further
information on HBV, see http://www.hepatitis.va.gov/.

• Mental health issues should be assessed. Refer for mental health or substance-use care if indicated.

• Consider consultation with an HIV or Infectious Disease clinician.

• Patients should be educated about symptoms of acute HIV infection and told to call immediately if
these develop.

VHA recommends giving a 90-day supply, but no refills should be included – it is important
to reassess the PrEP patient’s HIV status and other factors before a new prescription is given
(see below).

•

Signs and Symptoms of Acute HIV Infection 

Headache
Adenopathy 
Night sweats 

Fever 
Fatigue 
Myalgia 
Pharyngitis 

Arthralgia 
Diarrhea 
Rash
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If a decision is made to stop PrEP (e.g., if the person’s risk decreases, if side effects are not tolerable, or in the 
case of poor adherence), it generally is best to continue for 28 days beyond the last risky exposure. If the patient 
has hepatitis B, consult with a specialist before stopping TDF/FTC – a flare of hepatitis B may occur. Document 
the patient’s HIV status, reason for discontinuation, recent adherence, and recent risk behaviors.

If patient tests positive for HIV: stop PrEP immediately, and refer the patient urgently for HIV care. TDF/FTC is 
not adequate to treat HIV infection, and the virus may develop resistance to one or both of the drugs if PrEP is 
continued. It is important to counsel the patient on reducing the risk of transmitting HIV (e.g., by condom use), 
particularly as the early stages of HIV infection are highly infectious.

Resources and References

Clinician Consultation Center – clinically supported telephone consultation on pre-exposure prophylaxis (PrEP) 
for VA health care providers available at 855-448-7737; Monday-Friday, 11 a.m. – 6 p.m. (EST).

United States Public Health Service; U.S. Centers for Disease Control and Prevention; National Center for HIV/ 
AIDS, Viral Hepatitis, STD, and TB Prevention. Preexposure Prophylaxis for the Prevention of HIV Infection – 2014: A 
Clinical Practice Guideline. May 14, 2014. Available at http://aidsinfo.nih.gov/guidelines.

United States Public Health Service; U.S. Centers for Disease Control and Prevention; National Center for HIV/ 
AIDS, Viral Hepatitis, STD, and TB Prevention. Preexposure Prophylaxis for the Prevention of HIV Infection – 2014: 
Clinical Providers’ Supplement. May 14, 2014. Available at http://aidsinfo.nih.gov/guidelines.

Components of PrEP Screening and Follow-Up Visits



Appendix

Source: U.S. Public Health Service; U.S. Centers for Disease Control and Prevention; National Center for HIV/
AIDS, Viral Hepatitis, STD, and TB Prevention. Preexposure Prophylaxis for the Prevention of HIV Infection – 
2014: Clinical Providers’ Supplement. May 14, 2014. Available at http://aidsinfo.nih.gov/guidelines.
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